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ACTION: Final rule.

SUMMARY: The Food and Drug Administration (FDA) is amending the color

additive regulatlons to prov1de for the safe use of mlca-based pearlescent

pigments as color additives in contact lenses. This a

Vponse to

a petition filed by Wesley Jessen Corp

DATES: This regulation is effectlve linsert date 30 days plus 1 busmess day
after date of publication in the ,,Eff‘,d%ﬁlﬂeglsmr]- Submit wnttenorelectronlc e

objections and requests for a hearing by [insert date 30 days aftér date of

publication in the Federal Regist“er]" See section VIII of,the,SfUPPLEMESNTARYN e

objectives.

ADDRESSES: Subnut written or electronic ob]ectlons to the Dockets Management

Branch (HFA——BOS) Food and Drug Admlnlstratlon 5630 Flshers Lane rm.

1061, Rockville, MD 20852 Submlt electronlc comments to http / /

www.fda.gov/dockets/ ecommemﬁ,-.

c£029 | | | "’NF/’QI



SUPPLEMENTARY INFORMATION:

1. Introduction

In a notice published in theFederalReglster of ]une 7, 2000 (65 FR

36148), FDA announced that a color additive petition (CAP kOC0’271) had been

filed by Wesley Jessen, Corp., 333 East Howard Ave., Des Plames IL 60018

(now Ciba Vision Corp., 11460 ]ohns Creek Pkwy Duluth, GA 30097—1556)

The petition proposed to amend the color add1t1ve regulatrons in part 73 (21
CFR part 73 subpart D—Medical Dev1ces) to prov1de for the safe use of mica
to color contact lenses. During 1ts subsequent review of the petltlon the agency k

determined that the subject color addrtlves are comp051te plgments composed

" of mica coated with iron oxides or mica coated wi

Therefore, in the Fed_‘eral“gegister of May 20, 2002 (67 FR 35551), the agency
published an amended filing notice to state that the petition proposes that the
color additive regulations be amended to provide for the safe USBOfmICa e

coated w1th iron oxides or mica Coated with titanium dioxide collectwely

1dent1f1ed as mica-based pearlescent plgments in contact lenses.
1. Identity and Manufacturing

Mica-based pearlescent plgments con31st of e1ther m1ca platelets coated

with titanium dioxide or mica platelets coated w1th 1ron ox1des ‘These color e

additives are manufactured by preparing a suspension of rmca platelets and

then adding a solution of a soluble salt of titanium

precipitate titanium hydroxide or iron hydroxide onto the mica platelets. These

particles are heated (calcmed) at 800 to 900 °C to obtaln mlca coated w1th

des These color ad “t1

titanium dioxide or mica _,Qoatedf with i iron oxi

1, and a base to

a pearlescent effect and are known commonly as pearlescent pigments.
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 Therefore, the agency is est,ablish;i}ng'rnica—based pearlescent pigments astthe |

common or usual name of the color additives. |

I11. S‘afety Evaluation

During its review of the safety of the use of rn1ca~based pearlescent
pigments in contact lenses, the agency con81dered the exposure to the color
additives from the petltloned use The agency notes that it is hlghly unhkely
that the color additives or their components would migrate out of the contact
lens into the aqueous environment of the eye, because: (1) These plgments are
insoluble in aqueous media, and ‘(2) they are anint.egral part of the contact
lens. Therefore, the agency concludes that the,\_ex»posure to the,,cornponents of
the color additives, including any impurities thatmay be present 1n th_em, from
the petitioned use would be negllgible (Ref.c 1). :

~The agency notes that two of the components of the color addltlves iron
oxides (§ 73.3125) and titanium d10x1de (§73. 3126) already are hsted for use

as color additives in contact lenses Therefore, the agency concludes that the

~ not present a safety concern (Ref.« 2).

Although mica currently is riot“regulated for use as a color additivein

contact lenses, it has been approved for safe use in colorlng cosmetrcs

generally, including those applied to the area of the eye, including the eyehall

(§§ 73.2496 and 70.3(s)). Generally,‘ the toxrcolog1cal tests the agency requires

to demonstrate that a color additive is safe for use in coloring cosmetics

applied to the eye area are adeqnate to support ’the Safety ofacolor additivve o

used in contact lenses. In both cases, the tests must show that the color e

additive is safe and not expected to cause adverse effects under the conditions




of use. This is reflected in ,;th,ewagenoy’s current guidanoe document for contact
lens manufacturers (Ref. 3). | ‘ : |
In this case, the toxmologloal data Wthh supported the approval of mrca )

for use in eye area cosmetics are suffrclent to support the safe use of mica

in contact lenses. These data showed that 1nstlll§

5-percent mica directly into the eyes of rabbits did not produce any evidence
of ocular or iridial irritation (Ref 4) In contrast to this exaggerated and direct
exposure to mica in the eye, the exposure to mica from 1ts proposed use in

contact lenses Would,‘be,,npeghglble, and if any incidental exposure to mica were ,
to occur, it would not be amsafety;oonoern. Therefore, the agency concludes

that mica also may be used safely to color contact lenses (Ref. 2).

The regulations listing'mica for use in coloring drugs (§ 73.1496) and

cosmetics (§73. 2496) provrde specrflcatlons to ensure. the safe use of micain

those products. To ensure that the mica used in the manufaoture of mica-based

pearlescent pigments is of comparable purrty to the already regulated mloa,

the agency is requiring in new § 73 3128 that mica used to manufaeture the

color additives meet the 1dent1ty and speo1f1catlons for mica in§ 73 1496. The

agency also has considered the uegdto establish purity specifications for the
mica-based pearlescent pigments. As noted previously, the agency has
determined that the exposure to the cgrnponents of 4mioafbased pearlescent
pigments, inoluding any impurities that may be present in them from the
petitioned use, would be neghglble leen the neghgrble exposure to the color
additive and the specifications that are belng established for the mica
component of the color additive, the agency concludes that it is not necessary
to establish separate speoiﬁcat’ions‘for the mioafhasedpearlesycent pigments in

new § 73.3128.



1V. ConcluSi,On, o

Based on the data in the petifien and o’ther releVant' material FDA |

additives in contact lenses is. safe the addltlves Wlu aehleve thelr mtended

technical effects, and thus, are sultable for thls use. The agency concludes that

part 73 should be amended as set forth in this document. In addition, based -

upon the factors listed in 21 CFR 71.20(b), the agency concludes that
certification of mica-based pearlescent pigments is not necessary for the

protection of the public health.

V. Inspection of Documents =

In accordance with §71.15 (21 CFR 71.15), the peﬁtiony and the documents

that FDA considered and geljg_c\lmupon in reaehin‘g its deeision ‘to approve the
petition are available fQIMi!};%PeCﬁfOH at the Center for Food Safety and Applied
Nutrition by appointment with the information contact person. As provided
in § 71.15, the ageney will delete from the documents any materials that are
not available for public disclosure before making the documents available for

inspection.

VI. Environmental Impact

The agency has prevmusly con51dered the envn:onmental effects of thls -

rule as announced in the notice ef filing for CAP OC0271 (65 FR 36148 June

7, 2000). No new information or Comments have been IQCBIVGd,th?lt.WQuld.

affect the agency’s previous determination that there is no significant impact

on the human environment and that an environmental impact statement is not .

required.



VII. Paperwork Reduction ACt0f1995 ., T

This final rule contains no collections of information. Therefore, clearance |

by the Office of Management and Budget undef the’ Paperwork,:Redug:tien,A(;t” -

of 1995 is not required.
VIII. Objections

Any person who will beadversely affected by this regulation may file with
the Dockets Management Branch tsee ADDRESSES) Written‘, ;objections by (see
DATES). Each objection shall be separately numbered, and eaeh n,kumbered ,
objection shall specify with partlculanty the prov1smns of the regulatlon to,
which ob)ectlon is made and the grounds for the ob]ectlon Each numbered -

objection on which a hearing is requested shall spemflcally so state. Fallure, ;

to request a hearing for any parthular objection shall constitute a waiverof

the right to a hearing on that objection. Each numbered objection for which

a hearing is requested shall include a detailed description and analysis of the
specific factual information inteni‘deﬂd to be preeeﬁted in support of the |
objection in the event thata hearmg is held Faﬂure to 1nc1ude such a
description and analysis for any partlcular ob]ectlon shall constltute a wa1ver |

of the r1ght to a hearing on the ob]ectlon Three COpleS of all documents shall

be submltted and shall be 1dent1f1ed w1th the docket 1

in the heading_of this document. Any objections received in response to the

regulation may be seen in the Do‘Ckets Management Branch between 9am.

and 4 p.m., Monday through Fnday FDA will pubhsh notice of the ob]ectlons

that the agency has received or lack thereof in the Federal Reglster
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List of Subjects in 21 CFR Part73 o

Color additives, Cosmetics, Drugs, Medical devices,

Therefore, under the Federal Food, Drug, and Cosmetic Actand under

authority delegated to the Commissioner of F ood and Drugs, and redelegated
to the Director, Center for Food Safety and Applied Nutrition, 21 CFR part

73 is amended as follows:

PART 73—LISTING OF COLOR ADDITIVES EXEMPT FROM CERTIFICATION

1. The authority citation forfz 1 CFR part 7 3“COIlt,iIluevS to read as fOHOWS e

Authority: 21 U.S.C. 321, 341, 342, 343, 348, 351, 352, 355, 361, 362, 371, 379%.
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2. Section 73.3128 is added to subpart ‘D to: read as follows -

§73.3128  Mica-based pearlescent plgments

(a) Identity and specrﬁcatzons The color add1t1ve is formed by deposmng

titanium or iron salts from a bas1c solutro onto

SRR R

i a,‘followed by calcmatlon |

to produce titanium dioxide or iron ox’des on mica. Mica used to manufacturbey o

the color additive shall conform in 1dent1ty and specrflcatrons to the -

requirements of §73. 1496(a)(1) and (b)

(b) Uses and restrictions. (1) Mlca-based pearlescent plgments hsted in

paragraph (a) of thrs sectlon may be used asa color addltwe in contact 1enwes )

in amounts not to exceed the mlmmum

intended coloring effect.

nably requn'ed to accomphsh the -

" (2) Authorization and compliance with this use shall not be construed as

waiving any of the requrrements of sectlons 510(k) 515 ‘and 520(g) of the
Federal Food, Drug, and Cosmetlc Act (the act) W1th respect to the contact

lenses in which the additive is used

(c) Labeling. The label of the color add1t1ve shal EE

requrrements in § 70.25 of this chapter
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(d) Exemption from cert1f10at10n Certlfleatlon of thlS Color addltlve i

necessary

for the protection of the pubhc health and therefore batches thereof

are exempt from the certlﬁeatlon requ1rements of sect1on 721(0) of the act

Dated: }7/(75/@ %

September 30, 2002.

%/W/Jz%

L. Robert Lake,
Director,

Office of Regulations and Pollcy
Center for Food Safety and Applled Nutrition.

[FR Doc. 0277777 Filed 77-77-02; 8:45am]
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